Evaluation National Type II variations Quality (Module 3 / Part II)
according to the “MRP like” procedure 

I. Introduction
In order to remove the backlog present at the level of the quality assessors, an action plan for treating this backlog has been drawn up.
The procedure that is described in this document is part of this action plan.

One of the principles of the action plan consists in the possibility of approving national type II variations, relying on approvals of these variations in other Member States.
On the basis of documentation for confirmation of approval of the variations in other Member States, submitted by the applicant, these dossiers can possibly be “mutually” approved. 
This operating procedure can be applied to the new requests for type II variations (temporary, to evaluate after test period) as well as to the defined backlog list. 
· For new requests, the documentation for confirmation of the approval in other Member States should already be part of the variation dossiers at the submission.
· The list of the already submitted national type II variations for which an MRP-like procedure could be applied is published on the FAMHP website (see annex II) . Only the reference numbers of the dossiers are mentioned so that the information is only transparent for the concerned company. Moreover, a maximum time limit in which the MRP-like procedure can be started up is indicated for each dossier. 
If the company wants to make use of the MRP-like procedure for a dossier on the list of the already submitted dossiers, published by the FAMHP, the documents that are indicated under II.4 should be sent to:

MRP_like_quality@fagg-afmps.be 

The subject of the mail should begin with the reference number of the dossier.

If the company does not request within the indicated time limit to use the MRP-like procedure, the dossier will be evaluated according to the normal procedure. 

It is important to point out that the proposed MRP-like procedure is a national initiative and can’t be confused with the Worksharing procedure that is described in article 20 of Regulation (EC) N° 1234/2008 concerning the examination of variations to the MA (applicable since 01/01/2010). The Worksharing procedure according to Regulation (EC) N° 1234/2008 requires the simultaneous submission of the variation to the various concerned authorities and provides that the reference authority advises the other concerned authorities during the procedure. The MRP-like procedure is only applicable to variations that have already been approved in another Member State and does not require any consultation between the Member States. 
II. Proposal of selection procedure and conditions
1. Typical requests: 
Type II variations and updates of Module 3.

2. Variations already approved in MRP procedure in which Belgium was not concerned 

Sometimes, identical variation requests are submitted for national and MRP procedures (for example update of an ASMF). In this case, the evaluation of the national variation can be based on the evaluation that has been performed for an identical dossier in the MRP.

3. Variations approved in other Member States according to pure national procedure
Here the option would be to recognise only the evaluation of the Member States that have a large experience with MRP procedures. UK, DE, NL, DK, SE, FR, IE can be considered here. For Germany, there is some reservation since the national variation approval system in Germany differs from the European rules (see point 5).

4. Documents to submit 
1° Submission of correctly completed Application Form and correct and traceable official approval of this variation by the concerned Member State.  
2° Declaration by the QP of Regulatory Affairs Manager that the variation submitted in Belgium is identical to the variation submitted in the Member State(s) to which reference is made. 
3° One of the following options:

a) Preferably: AR made by other EU Member State (in the MRP or in a national procedure) with enclosed declaration made by the QP or Regulatory Affairs Manager that the amendments following the evaluation by the concerned EU Member State have been included with the submitted variation dossier in Belgium.
b)
Alternative to AR: 

Experts’ report by QP or regulatory affairs manager with:

- 
short setting of the variation
- 
a declaration that the variation dossier submitted to the FAMHP takes into account the amendments that have been requested and approved by the authorities during the procedure in the other Member State.

- 
an overview table with the steps of the approval procedure in the other Member State (date submission dossier, date first series questions, date first answers, date second series questions, ..., date approval variation).

and
Copies of the documents that have been exchanged between the authorities and the company during the procedure, after the original submission (i.e. questions and answers).
5. Procedure

Here it is proposed to take into account the option that is taken under point 4.3° here above.
For option a), the procedure can in principle be approved during the validation and directly dealt with.
For option b), the documents will be sent to the evaluators and these documents can be verified with a maximum time period of 30 days. If the documentation turns out to be incomplete, unclear or insufficiently structured or if contradictions are established, a complete evaluation will be carried out and the evaluation time period will be prolonged for 60 days.

6. Practical course
See Decision Tree in Annex I.
General questions relating to the MRP-like procedure for quality variations can be sent to:
MRP_like_quality@fagg-afmps.be

The subject of the e-mail must begin with “question”.

Annex I: Decision Tree for course MRP like procedure
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Annex II: 

MeSeA ID numbers of national type II variations for which the MRP-like procedure can be used, under the condition that the documents (see 4.1, 4.2 and 4.3) are submitted before 27 February 2010. 

	31152
	82690

	61710
	75298

	83542
	83142

	83950
	81590

	83952
	81592

	88666
	81638

	89856
	88252

	89940
	88254

	91132
	90636

	92638
	92600

	94768
	93030

	59178
	93032

	59176
	93034

	47324
	93672

	64508
	93730

	47990
	94014

	49976
	94016

	65386
	94018

	68110
	94128

	76056
	94928

	78144
	95874

	77528
	95876
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Verification of submitted documentation by evaluators 


(shortened time period of 30 days)





Experts’ report by QP/Regulatory Affairs Manager with short setting of the variation


+


Overview of the regulatory steps in the other Member State


+


Declaration by QP/Regulatory Affairs Manager with regard to amendments?





NO





NO





YES





YES





Approval on the basis of recognition of approval by other Member State without additional evaluation





Correct and traceable official approval of this variation by the concerned Member State


+


Detailed AR 


+


Explanation by QP/Regulatory Affairs Manager with regard to amendments?





EVALUATION 


(normal time period of 60 days)





Request of Type II variation or Module 3 update with already national approval in UK, NL, DK, SE, FR, IE, DE?





NO








Request of Type II variation or Module 3 update with already approval in MRP?








NO





Clear and full documentation?
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